
5. 510(K) SUMMARY

Diagnosoft, Inc. SEP 2 1 2011-
Virtue

(per 21CFR 807.92)

1. SuBMrrrFuI5lO(K) HOLDER

Diagnosoft, Inc.

6501 Weston Parkway
Suite 125
Cary, NC 27513

Contact Person: Firas Ben.Achour
Telephone: 919-677-8100
Fax: 919-882-1815

Date Prepared: June 23, 2011

2. DEVICE NAME

Proprietary Name: Virtue
Classification Name: Picture archiving and communications system

3. PREDICATE DEVICE

*Philips Easy Vision Workstation Release 6 marketed by Philips Medical Systems,
K023 137

*Har 2.06 marketed by Diagnosot't, Inc., K100352

4. DEVICE DESCRIPTION

The Diagnosoft Virtue is software that runs on Windows-based operating systems to view
and analyze MR images of the heart in DICOM format.

5. INTENDED USE

The Virtue software receives image data from medical scanning devices, such as CT or

MRJ, or from image archives and performns viewing, image manipulation,
communication, printing and quantification of images.
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6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The characteristics of the Virtue are substantially equivalent to the following current
legally marketed predicate devices based on intended use, typical clinical use, and
operational and fundamental technological characteristics.

* Philips Easy Vision Workstation Release 6 marketed by Philips Medical Systems,
K023 137

* Harp 2.06 marketed by Diagnosoft, Inc., K100352

A detailed side-by-side comparison of the Virtue with the identified predicate device is
provided in the substantial equivalence discussion in this prernarket notification.

7. PERFORMANCE TESTING

Testing of the Virtue software has demonstrated that the device fulfills prospective
defined performrance criteria and that the device meets the user needs.

8. CONCLUSION

Based on the similarities in indication for use, design, functional, and operational features
the Virtue has demonstrated substantial equivalence to the listed legally marketed
predicate device and any differences do not affect the product's safety or effectiveness.
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1W P7 \ DP I [I [NV OFI FALTI1-1 & I JIAN SERVICES Pu~iciI;:iulrh Sci vice

Food m'DmAiiisaii
0903 New Fkrrnpshiine AVenlue

DOCU:1ent1 C011r1o1 Room - \V066-G609
Si~ver Spimn. MD 20993-0002

Dia=-nosoft. In1c.
%o iMr.Jeffrey Roberts
Medical Device ConIsu-ltants
40 plain Street or I tcv
NORT- ATTLEBORO MIA 02760

Re: Kll18 I33
Trade/Device Name: Virtue
Re.Uration Numnber: 21 CFR 892.2050
ReCULlat ion Name: Picture arch ivim, and Corn InUnications system
Reglatory Class: 11
ProduIct Code: LIZ
Dated: 3 uric23, 201I
Recei ved: June 28. 2011

Dear- NMr. Roberts:

We have reviewed yourI Section 5 10(k) prervarket notification of intent to market the device
referenced above and have determined the device is substantially equlivalent (for the indications
for Use Stated in the eclCosure) to legally marketed predicate devices marketed inl interstate
comnmerce prior to May 28, 1976, the enactment date of the Mledical Device Amendments, or to
devices that have been reclassified in accordance wvith the provisions of the Federal Food. Drug-.
and Cosmetic Act (Act) that do not requILire appr oval of a prenarke. approval application (P1MA).
YOU may. therefore, market the device. subject to the general controls provisions of the Act. The
general controls provisions of the Act inlu~de requiremients for annual registration, listingu of
devices, good manufacturing practice, labeling. and prohibitions against misbranding and
adulteration.

If Your device is classiflied (see above) into class HI (Special Controls), it mray be subject to such
additional controls. IExisting- major regQulations affecting your device canl be founld inl Title 21.
Code of ederal RegulationIs (CF"R), parts 800 to 895. In addition, FDA may% publish Further
annlounIcemenIts concernling your device in the Federal Register.

Please be advised that FDA' s issuance of a Strbstantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requiremoents of the Act
or any7 Fed eral Istatu-tes and reglaitions administered by o therE ederaI a-nrics. YOU rrmust
comply wvith all the Act's requirements. inlc I rding. burt not li mited to: registration and li sting (21I
CFR P)art 807); labeling (2 1 CER parts 801 and 809); medical device reporting (reporting of'
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medical de~vice-relatedl adiverse evenits) (21 CFR 803)); and good ma-nul1acttFirin praclice
reqluiremenits as se-t forthl ill the qJUa1lty sy'Ste ins (QS) regulationl (21 CFR. Part 820). TIhis [tcate
wvill allow you to begin maiketing y7our device as descri bed inl your Sction 5 1 0(k piem a Wet
notification. The FDA finding of substantial eq ui valence of your device to a lecgally- marketecl
pred icate device res-lits in a classification for you r device and thus, permits your device t0
procced to the market.

It' you des ire Specific advice for your11 dev'ice on ou labeling regulationl (2 1 CFR Prts 80 1 and
809$ p Ilase conltact the 0 ila;c O f Ill V/hlo DiagnoCstic Device Iwat Vn and Sc fefty at (30 1 )796-
5450. A Iso. plealse notc the reguIlationl Untitled, "Nal isbranding by re ference to p rem arket
nloti fication" (2 1 CUR Part 807.97). For questions regarding thie reporting of adver se events
tinderC the IM D regLlation (2 1 CUR Par t 803)), please go to
http://www".FCda.gov/Medical D evi ces/S afet v/ Renorta 11rot)lIem/de faul t.Itmo for the CDRI-I s Office
Of SurvillceII and B i onietrics/D ivis ion of Postmarket Surveillance.

YOU mnay obtain other general in formation on your responsibilities tinder the Act fiorm the
D ivis ion of Smnall tMan fhctUrers. International and Consumner Assistance at its to 11-hfee num11ber
(800) 638-204 1 or (30 1) 796-7100 or at its Internet address
hittj):H//wv\\. f'ca~ov/cdfrl/iincdustryl/stil~polt/inctexhitmil.

Sincerely Yours,

Mary S. Pastel, Sa.D.
Director
Div'ision of Radiological Devices
Office ofLn Vitro Diagnostic Device

EValu-ation and Safety
Center for Devices and RadiologicaliHealth

Enclosure



4. INDICATIONS FOR USE

5 10(k) Number (if kcnown): Not yet assigned

Device Name: Virtue

Indications for Use:

The Virtue software receives image data from medical scanning devices, such as CT or MRI,
or from image archives and performs viewing, image manipulation, communication, printing
and quantification of images.

Prescription Use X AND/OR Over-The-Counter Use _

(Part 21 CER 80 1 Subpart D) (21 CER 807 Subpart C)

(PLEASE DO NOT WRITE BELOW TIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office o f Device Evaluation (ODE)

(Division Sign-off)

Division of Radilogical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety
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